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Detailed Action 

Response to Arguments 

Applicant's arguments with respect to claims 2-3 and 8-10 have been considered 
but are moot in view of the new rejection necessitated by applicant's amendment. 

The 103(a) rejection of the prior office action is withdrawn due to applicant's 
amendment of the claims and addition of two new claims not previously rejected. 

The applicant's have brought to the examiner's attention that US Patent No. 
6203785 was commonly owned with the present application at the time of filing and 
thus does not constitute prior art under 103(c). Thus 785 is no longer relied upon as 
prior art. 

The applicant's have supplied a terminal disclaimer which has been approved. 
Thus the double patenting rejection of the last office action is overcome. Several other 
ODP issues have been uncovered and are detailed below. 

Double Patenting 

Claims 2-3 and 8-10 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable overclaims 1-4, 6 and 10-12 of U.S. Patent No. 
6083497. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because present claim 2 is drawn to "a pharmaceutical 
composition comprising a unit dosage form of a polydiallylamine homopolymer, aid 
homopolymer characterized in that the polymer is free of alkylated amine monomers, 
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and a pharmaceutical^ acceptable carrier, wherein said homopolymer is cross linked by 
means of a multifunctional cross linking agent, and said cross linking agent is present in 
an amount from about 2.5-20% by weight, based upon the combined weight of 
monomer and cross linking agent." Present claim 3 further limits claim 2 by "...wherein 
the polymer is cross linked using epichlorohydrin." Present claim 8 is drawn to "a 
pharmaceutical composition comprising a unit dosage form of a polydiallylamine 
homopolymer, aid homopolymer characterized in that the polymer is free of alkylated 
amine monomers, and a pharmaceutical^ acceptable carrier, wherein said 
homopolymer is cross linked by means of a multifunctional cross linking agent, and said 
cross linking agent is present in an amount from about 2.5-20% by weight, based upon 
the combined weight of monomer and cross linking agent, wherein the unit dosage form 
is a capsule." Present claim 9 further limits claim 2 by "...wherein the polydiallylamine 
homopolymer is in the free base form". Present claim 10 limits claim 2 by "...wherein 
the polydiallylamine homopolymer is a salt or partial salt". Claims 1-4, 6, and 10-12 of 
US patent No. 6083497 are detailed below: 

Claim 1. A method for removing bile salts from a patient comprising administering to 
said patient a therapeutically effective amount of a polydiallylamine polymer, said 
polymer characterized in that the polymer is free of alkylated amine monomers. 
Claim 2. The method of claim 1 wherein said polymer is cross linked by means of a 
multifunctional cross linking agent, said agent being present in an amount from about 
0.5-50% by weight, based upon the combined weight of monomer and cross linking 
agent. 
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Claim 3. The method of claim 2 wherein said cross linking agent is present in an amount 
from about 2.5-20% by weight, based upon the combined weight of monomer and cross 
linking agent. 

Claim 4. The method of claim 2 wherein said cross linking agent comprises 
epichlorohydrin. 

Claim 6. The method of claim 1 wherein the polymer is a homopolymer. 
Claim 10. A method of removing bile salts from a patient comprising administering to 
said patient a therapeutically effective amount of a polydiallylamine polymer wherein the 
polydiallylamine polymer is characterized by monomeric units of the formulae: I and II 
or a combination thereof and salts thereof. 

Claim 1 1 . The method of claim 10 wherein the monomeric units are in the free base 
form. 

Claim 12. The method of claim 10 wherein the monomeric units are a salt or partial salt. 

While the '497 claims are drawn to methods and the present claims are drawn to 
compositions the claimed methods of the issued patent utilize the same compounds 
with the same cross linking agents in the same amounts as the currently claimed 
compositions and thus it would be obvious to claim the compositions utilized in the 
issued method claims. As these are continuation-in-part and/or continuations and not 
divisional of each other, obviousness double patenting is appropriate. 
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Claims 2-3, 6 and 8-10 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 12-17 and 19 of U.S. Patent 
No. 6264938. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because present claim 2 is drawn to "a pharmaceutical 
composition comprising a unit dosage form of a polydiallylamine homopolymer, aid 
homopolymer characterized in that the polymer is free of alkylated amine monomers, 
and a pharmaceutical^ acceptable carrier, wherein said homopolymer is cross linked by 
means of a multifunctional cross linking agent, and said cross linking agent is present in 
an amount from about 2.5-20% by weight, based upon the combined weight of 
monomer and cross linking agent." Present claim 3 further limits claim 2 by "...wherein 
the polymer is cross linked using epichlorohydrin." Present claim 8 is drawn to "a 
pharmaceutical composition comprising a unit dosage form of a polydiallylamine 
homopolymer, aid homopolymer characterized in that the polymer is free of alkylated 
amine monomers, and a pharmaceutically acceptable carrier, wherein said 
homopolymer is cross linked by means of a multifunctional cross linking agent, and said 
cross linking agent is present in an amount from about 2.5-20% by weight, based upon 
the combined weight of monomer and cross linking agent, wherein the unit dosage form 
is a capsule." Present claim 9 further limits claim 2 by "...wherein the polydiallylamine 
homopolymer is in the free base form". Present claim 10 limits claim 2 by "...wherein 
the polydiallylamine homopolymer is a salt or partial salt". Claims 12-17 and 19 of US 
patent No. 6264938 are detailed below: 
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Claim 12. A pharmaceutical composition comprising: 

a) a first amount of an unsubstituted polydiallylamine polymer; 

b) a second amount of an HMG CoA reductase inhibitor wherein said first and second 
amounts together comprise an effective amount; and 

c) optionally, a pharmaceutical^ acceptable carrier. 

Claim 13. The composition of claim 12 wherein the HMG CoA reductase inhibitor is 
selected from the group consisting of: atorvastatin, lovastatin, fluvastatin, pravastatin, 
simvastatin and mevastatin. 

Claim 14. The composition of claim 12 wherein the unsubstituted polydiallylamine is 
characterized by one or more monomeric units of the formulae: I II 
or a combination thereof and salts thereof. 

Claim 15. The composition of claim 12 wherein said polymer is cross linked by means of 
a multifunctional cross linking agent, said agent being present in an amount from about 
0.5-50% by weight, based upon the combined weight of monomer and cross linking 
agent. 

Claim 16. The composition of claim 15 wherein said cross linking agent is present in an 
amount from about 2.5-20% by weight, based upon the combined weight of monomer 
and cross linking agent. 

Claim 17. The composition of claim 15 wherein said cross linking agent comprises 
epichlorohydrin. 

Claim 19. The composition of claim 12 wherein the polymer is a homopolymer. 
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The claims of '938 comprise a composition containing an unsubstituted 
diallylamine, an HMG CoA reductase inhibitor and optionally a pharmaceutical^ 
acceptable carrier. The currently claimed composition is a broader version of the '938 
claims in that the current claims are drawn to a pharmaceutical composition comprising 
a unit dosage form of a polydiallylamine homopolymer. The diallylamine homopolymers 
are identical in identical percentages with identical cross linking agents. It would have 
been obvious that the current claims encompass the addition of any second agent as 
the current claim language is open and does not exclude the addition of any other active 
ingredient. 

Claims 2-3, 6 and 10-12 rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-4, 6 and 10-12 of U.S. Patent No. 
6248318. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because present claim 2 is drawn to "a pharmaceutical 
composition comprising a unit dosage form of a polydiallylamine homopolymer, aid 
homopolymer characterized in that the polymer is free of alkylated amine monomers, 
and a pharmaceutical^ acceptable carrier, wherein said homopolymer is cross linked by 
means of a multifunctional cross linking agent, and said cross linking agent is present in 
an amount from about 2.5-20% by weight, based upon the combined weight of 
monomer and cross linking agent." Present claim 3 further limits claim 2 by "...wherein 
the polymer is cross linked using epichlorohydrin." Present claim 8 is drawn to "a 
pharmaceutical composition comprising a unit dosage form of a polydiallylamine 
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homopolymer, aid homopolymer characterized in that the polymer is free of alkylated 
amine monomers, and a pharmaceutical^ acceptable carrier, wherein said 
homopolymer is cross linked by means of a multifunctional cross linking agent, and said 
cross linking agent is present in an amount from about 2.5-20% by weight, based upon 
the combined weight of monomer and cross linking agent, wherein the unit dosage form 
is a capsule." Present claim 9 further limits claim 2 by "...wherein the polydiallylamine 
homopolymer is in the free base form". Present claim 10 limits claim 2 by "...wherein 
the polydiallylamine homopolymer is a salt or partial salt". Claims 1-4, 6, and 10-12 of 
US patent No. 6248318 are detailed below: 

Claim 1. A method for treating hypercholesterolemia in a patient administering to the 
gastrointestinal tract of said patient a therapeutically effective amount of a 
polydiallylamine polymer, said polymer characterized in that the polymer is free of 
alkylated amine monomers. 

Claim 2. The method of claim 1 wherein said polymer is cross linked by means of a 
multifunctional cross linking agent, said agent being present in an amount from about 
0.5-50% by weight, based upon the combined weight of monomer and cross linking 
agent. 

Claim 3. The method of claim 2 wherein said cross linking agent is present in an amount 
from about 2.5-20% by weight, based upon the combined weight of monomer and cross 
linking agent. 

Claim 4. The method of claim 2 wherein said cross linking agent comprises 
epichlorohydrin. 
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Claim 6. The method of claim 1 wherein the polymer is a homopolymer. 

Claim 10. A method for treating hypercholesterolemia in a patient administering to the 

gastrointestinal tract of said patient a therapeutically effective amount of a 

polydiallylamine polymer wherein the polydiallylamine polymer is characterized by 

monomeric units of the formulae: I and II or a combination thereof and salts thereof. 

Claim 1 1 . The method of claim 1 0 wherein the monomeric units are in the free base 

form. 

Claim 12. The method of claim 10 wherein the monomeric units are a salt or partial salt. 

While the '318 claims are drawn to methods and the present claims are drawn to 
compositions the claimed methods of the issued patent utilize the same compounds 
with the same cross linking agents in the same amounts as the currently claimed 
compositions and thus it would be obvious to claim the compositions utilized in the 
issued method claims. 



Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 2-3 and 8-10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Keim et al. (US Patent No. 3700623). 
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Keim et al. teach, in col. 1 lines 20-55, water-soluble resinous reaction products 
of a polymer of a diallylamine and an epihalohydrin such as epichlorohydrin. The resins 
are fast curing, water-soluble, and efficient. In example 5, 5g of diallyl amine monomer 
is reacted with 1g of epichlorohydrin cross-linking agent giving a 20% by weight amount 
of cross-linking agent. In example 6 the polymer to cross-linking agent percentage is 
15.9%. In column 2 lines 63-70, Keim et al. teaches that the polymers can be 
homopolymers or copolymers and can exists as the salts or freebase of the final 
amines. Keim et al. teach, in col. 3 lines50-70, that the resinous products are soluble in 
water and the pH of the solutions can be adjusted to 6 or 5 by addition of hydrochloric, 
sulfuric, phosphoric, and acetic acids. 

Keim et al. does not explicitly teach the resin to be used in pharmaceutical 
compositions. 

One of ordinary skill in the art at the time the invention was made would recognize that 
Keim et al's. homopolymer being water soluble (water being a pharmaceutical^ 
acceptable carrier) and being neutralized by pharmaceutical^ acceptable acids would 
result in a composition suitable for pharmaceutical formulation. As the homopolymers 
Keim et al. detail are exactly the polymers currently claimed, the properties the 
applicant's have discovered are inherently present in Keim et al's. homopolymers. 
One would be motivated to use Keim's homopolymers in pharmaceutical compositions 
due to their water-solubility, cationic nature, fast curing and efficient synthesis. 

"Products of identical chemical composition can not have mutually exclusive 
properties. " A chemical composition and its properties are inseparable. Therefore, if 
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the prior art teaches the identical chemical structure, the properties applicant discloses 
and/or claims are necessarily present. In re Spada, 911 F.2d 705, 709, 15 USPQ2d 
1655, 1658 (Fed. Cir. 1990). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leonard M. Williams whose telephone number is 571- 

272- 0685. The examiner can normally be reached on MF 9-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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